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1 . Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 40-45, drawn to a disposable pooling assembly, classified in class 422, 
subclass 101. 

II. Claims 46-5 1 , drawn to a method for pooling a fluid solution, classified in class 

210, subclass 767. 

2. The inventions are distinct, each from the other because of the following reasons: 
Inventions I and II are related as process and apparatus for its practice. The inventions 

are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case the 
apparatus as claimed can be used without mixing fluid in the compartment or delivering fluid out 
to a fiher out of compartment of bag. 

3. Restriction for examination purposes as indicated is proper because all these inventions 
listed in this action are independent or distinct for the reasons given above and there would be a 
serious search and examination burden if restriction were not required because one or more of 
the following reasons apply: 

(a) the inventions have acquired a separate status in the art in view of their different 

classification; 

(b) the inventions have acquired a separate status in the art due to their recognized 

divergent subject matter; 

(c) the inventions require a different field of search (for example, searching different 

classes/subclasses or electronic resources, or employing different search queries); 
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(d) the prior art applicable to one invention would not likely be applicable to another 

invention; 

(e) the inventions are likely to raise different non-prior art issues under 35 U.S.C. 101 

and/or 35 U.S.C. 1 12, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must include 
(i) an election of a invention to be examined even though the requirement may be traversed (37 
CFR 1.143) and (ii) identification of the claims encompassing the elected invention. 

The election of an invention may be made with or without traverse. To reserve a right to 
petition, the election must be made with traverse. If the reply does not distinctly and specifically 
point out supposed errors in the restriction requirement, the election shall be treated as an 
election without traverse. Traversal must be presented at the time of election in order to be 
considered timely. Failure to timely traverse the requirement will result in the loss of right to 
petition under 37 CFR 1 . 144. If claims are added after the election, applicant must indicate 
which of these claims are readable on the elected invention. 

If claims are added after the election, applicant must indicate which of these claims are 
readable upon the elected invention. 

Should applicant traverse on the ground that the inventions are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the 
inventions to be obvious variants or clearly admit on the record that this is the case. In either 
instance, if the examiner finds one of the inventions unpatentable over the prior art, the evidence 
or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 
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4. During a telephone conversation with Mr. Dana Tangren on 3/17/09 a provisional 
election was made with traverse to prosecute the invention of Group 1, claims 40-45. 
Affirmation of this election must be made by applicant in replying to this Office action. Claims 
46-51 are withdrawn from fiirther consideration by the examiner, 37 CFR 1.142(b), as being 

drawn to a non-elected invention. 

5 . Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

6. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubhc use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

7. Claims 40-45 are rejected under 35 U.S.C. 102(b) as being anticipated by Kem (US 
Patent No. 5,362,642). 

Regarding claim 40, Kem teaches a disposable pooling bag assembly comprising 

a flexible pooling bag (8) bounding a compartment (12, 14), the pooling bag (8) having an inlet 
port (22) and an outlet port (18) communicating with the compartment (12, 14), a filter (40) in 
fluid communication with the inlet port (22) of the pooling bag (10) and 
a circulation line (52, 56, 58) projecting outside of the compartment (14) of the pooling bag (8) 
and having opposing ends in fluid communication with the compartment (14) of the pooling bag 
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(8), wherein the flexible pooling bag (8), the filter (40) and the circulation line (52, 56, 58) are 
sterilizable (see figure 1; col. 7, line 65 - col. 12, line 53). The recitation of "the flexible pooling 
bag, the filter and the circulation line are concurrently sterilized as a preassembled, closed 
system" is not given patentable weight in the apparatus claim as this recitation is an intended use. 
It has been held that a recitation with respect to the manner in which a claimed apparatus is 
intended to be employed does not differentiate the claimed apparatus from a prior art apparatus 
satisfying the claimed structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). 

Regarding claim 41, Kern teaches that the compartment of the pooling bag has a volume 
of at least 500 liters e.g. 800-1,200 liter size (see col. 8, lines 23-25). 

Regarding claim 42, Kem teaches that the filter (40) has a filter membrane with a 
porosity of 0.2 micron (see col. 10, lines 22-24). 

Regarding claim 43, Kem teaches a dip tube (60) at least partially disposed within the 
compartment of the pooling bag (8) and being in fluid communication with the circulation line 
(52, 56, 58) (see figure 1; col. 11, lines 42-59; col. 12, lines 7-13). 

Regarding claim 44, Kem teaches that a peristaltic pump (24) coupled with the 
circulation line((52, 54, 58) outside of the compartment (14) of the pooling bag (8) (see figure 1; 
col. 9, lines 45-59). 

Regarding claim 45, Kem teaches that an elongated fluid line (62) in fluid 

communication with the outlet port (18) on the pooling bag (8), the fluid line (62) being 
sterilizable (see figure 1). The recitation of "the fluid line being concurrently sterilized with the 
pooling bag" is not given patentable weight in the apparatus claim as this recitation is an 
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intended use. It has been held that a recitation with respect to the manner in which a claimed 
apparatus is intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus satisfying the claimed structural limitations. Ex parte Masham, 2 USPQ2d 1647 
(1987). 

8. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. US Patent No. 3,710,454 and 6,251,295 and 5,403,272 and 7,264,608 teach a pooling 

assembly. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOHN KIM whose telephone number is (571)272-1 142. The 
examiner can normally be reached on Monday-Friday 7 a.m. - 3:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Vickie Kim can be reached on 571-272-0579. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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